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DETAILED ACTION 

Claims included in the prosecution are 7-12. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

2. Claims 7-1 2 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

It is unclear as to what applicants intend to convey by 'serving as accessories' in 

claim 1 . A buffer is an aqueous solution and it is therefore, it is unclear as to what the 
expression 'buffer and water' is intended to convey. 

'one or several sorts of materials' and 'etc', render claim 8 indefinite. The 

examiner suggests 'support substance is selected from the group consisting of 

and mixtures thereof and delete, 'etc.'. Similar is the case with claim 9. 

'according to your needs' renders claim 10 indefinite since it is unclear as to what 
the needs are. 

The examiner suggests reciting specific steps in claim 12 and avoid expressions\ 
such as 'can also be obtained from the lipid solution'. A method claim should recite 
specific method steps. 
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Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

4. Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lee 
et al US 2003/01 1 861 6 in view of West et al (4,781 ,871 ). 

Lee et al disclose liposomal formulations containing lecithin, 001 1 , 0023, Retinol 
(Vitamin A), 1 % and sorbitol (2 %) (abstract and Table 4 on page 5). What is lacking in 
Lee et al is the teaching of the use of mannitol. 

West et al while disclosing liposomal compositions containing active agents 

teach 

the equivalency between sorbitol and mannitol, (abstract and col. 15, line 65 through 
col. 16, line 1). 

The use of mannitol instead of sorbitol in the liposomes of Lee et al with a 
reasonable expectation of success would have been obvious to one of ordinary skill in 
the art since West et al teach the equivalency between sorbitol and mannitol. 

5. Claims 7-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keller (6,61 0,322) by itself or in view of Clerc (5,939,096). 

Keller discloses liposomal preparations containing tretinoin (Example 7). Keller 
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further suggests that the liposomes can be lyophilized in the presence of appropriate 
cryoprotectant (col. 7, lines 30-35). Although Keller does not disclose mannitol as the 
cryoprotectant and its amounts, it would have been obvious to use mannitol in 
appropriate amounts since mannitol is a known cryoprotectant and it minimizes 
liposomal damage during freezing and rehydration (col. 8, lines 9-15) as also evident 
from Clerc. The use of lecithin would have been obvious to one of ordinary skill in the 
art since Clerc also shows that it is commonly used phospholipid in liposomal 
preparations (col. 8, lines 58-62). 

6. Claims 7-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
either Cole (6,544,531 ) or Meybeck (5,034,228) in view of Clerc (5,939,096). 

Cole discloses liposomes containing retinol. The compositions also contain Brij 
(Example 1). 

Meybeck similarly discloses liposomal compositions containing tretinoin. 
Meybeck further teaches lyophilizing the composition (Examples 3-7). 

What are lacking in Cole and Meybeck are the teachings of the inclusion of 
mannitol. Cole further lacks lyophilization of the composition. 

Clerc as discussed above, teaches that the liposomes can be stored in a 
lyophilized form and that mannitol acts as a cryopreservative and minimizes the 
liposome damage during freezing and thawing. 

It would have been obvious to use mannitol in appropriate amounts in the 
compositions of Cole or Meybeck since mannitol is a known cryoprotectant and it 
minimizes liposomal damage during freezing and rehydration as shown by Clerc. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Krass Frederick can be reached on (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gollamudi S Kishore, Ph.D/ 
Primary Examiner, Art Unit 1612 

GSK 



